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(b) The applicant shall submit each 
Form FDA–2657 to the Records Reposi-
tory Team (HFD–143), Center for Drug 
Evaluation and Research, Food and 
Drug Administration, 5600 Fishers 
Lane, Rockville, MD 20857. 

(c) Reporting under paragraph 
(b)(3)(iii) of this section constitutes 
compliance with the requirements 
under § 207.30(a) of this chapter to re-
port ‘‘at the discretion of the reg-
istrant when the change occurs.’’ 

(c) General requirements—(1) Multiple 
applications. For all reports required by 
this section, the applicant shall submit 
the information common to more than 
one application only to the application 
first approved, and shall not report sep-
arately on each application. The sub-
mission is required to identify all the 
applications to which the report ap-
plies. 

(2) Patient identification. Applicants 
should not include in reports under 
this section the names and addresses of 
individual patients; instead, the appli-
cant should code the patient names 
whenever possible and retain the code 
in the applicant’s files. The applicant 
shall maintain sufficient patient iden-
tification information to permit FDA, 
by using that information alone or 
along with records maintained by the 
investigator of a study, to identify the 
name and address of individual pa-
tients; this will ordinarily occur only 
when the agency needs to investigate 
the reports further or when there is 
reason to believe that the reports do 
not represent actual results obtained. 

(d) Withdrawal of approval. If an ap-
plicant fails to make reports required 
under this section, FDA may withdraw 
approval of the application and, thus, 
prohibit continued marketing of the 
drug product that is the subject of the 
application. 

(Collection of information requirements ap-
proved by the Office of Management and 
Budget under control number 0910–0001) 

[50 FR 7493, Feb. 22, 1985; 50 FR 14212, Apr. 11, 
1985, as amended at 50 FR 21238, May 23, 1985; 
55 FR 11580, Mar. 29, 1990; 57 FR 17983, Apr. 28, 
1992; 63 FR 66670, Dec. 2, 1998; 64 FR 401, Jan. 
5, 1999; 65 FR 64617, Oct. 30, 2000; 66 FR 10815, 
Feb. 20, 2001; 68 FR 69019, Dec. 11, 2003; 69 FR 
18766, Apr. 8, 2004; 69 FR 48775, Aug. 11, 2004] 

§ 314.90 Waivers. 
(a) An applicant may ask the Food 

and Drug Administration to waive 
under this section any requirement 
that applies to the applicant under 
§§ 314.50 through 314.81. An applicant 
may ask FDA to waive under 
§ 314.126(c) any criteria of an adequate 
and well-controlled study described in 
§ 314.126(b). A waiver request under this 
section is required to be submitted 
with supporting documentation in an 
application, or in an amendment or 
supplement to an application. The 
waiver request is required to contain 
one of the following: 

(1) An explanation why the appli-
cant’s compliance with the require-
ment is unnecessary or cannot be 
achieved; 

(2) A description of an alternative 
submission that satisfies the purpose of 
the requirement; or 

(3) Other information justifying a 
waiver. 

(b) FDA may grant a waiver if it 
finds one of the following: 

(1) The applicant’s compliance with 
the requirement is unnecessary for the 
agency to evaluate the application or 
compliance cannot be achieved; 

(2) The applicant’s alternative sub-
mission satisfies the requirement; or 

(3) The applicant’s submission other-
wise justifies a waiver. 

[50 FR 7493, Feb. 22, 1985, as amended at 50 
FR 21238, May 23, 1985; 67 FR 9586, Mar. 4, 
2002] 

Subpart C—Abbreviated 
Applications 

SOURCE: 57 FR 17983, Apr. 28, 1992, unless 
otherwise noted. 

§ 314.92 Drug products for which ab-
breviated applications may be sub-
mitted. 

(a) Abbreviated applications are suit-
able for the following drug products 
within the limits set forth under 
§ 314.93: 

(1) Drug products that are the same 
as a listed drug. A ‘‘listed drug’’ is de-
fined in § 314.3. For determining the 
suitability of an abbreviated new drug 
application, the term ‘‘same as’’ means 
identical in active ingredient(s), dosage 
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